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Introduction’

Use(s): Refer to the last accepted label dated 09-20-89,
and see the most recent proposed label dated 10-30-89.

Current Submission: The current submission consists of data
intended to support efficacy of the product as virucidal against
HIV-1 (AIDS virus) and to add a label claim to include efficacy
against HIV.

The current submission data reports and label are summarized below.

Data  Summary

‘Brief Description-of Tests  (MRID 414161-01)

"Virucidal Efficacy Tri-Cen Hospital Disinfectant "EPA REG NO 211-36"
SRI Project No. 6996 by Bonnie J. Bowdon, Southern Research Institute,
P. 0. Box 55305, Birmingham, AL 35255-5305. The reports are dated
January 08, 1990. Reports prepared for Central Solutions, Inc.,
Kansas City, Kansas 66115.

Test Summaries

Method: EPA Product Performance Guidelines, Subdivision G: Product
Performance, 1982, (Section 91-30, pp. 72-76).

and the specifics in the Southern Research Institute test prot-
ocol approved by EETMS Efficacy, APB, RD, dated 08-15-89.

Test Virus: Human immunodeficiency virus Type 1(HTLV-IIIg strain).

Virus Inoculum & Drying Procedure: Two-tenths ml of virus pool in
RPMI-1640, containing 5% heat-inactivated fetal calf serum, was
dried on the bottom surface of glass dishes (28 cm?2 area) at approx.,
230C until visibly dry(approx. 45 minutes), and then incubated in
35-370C in a dry oven for an additional 30 minutes for dryness.

Exposure: Total time of 10 minutes(approx. 0.2 ml was sprayed until
wet and allowed to remain in contact with disinfectant. Aftexr 10
minutes of exposure, an aliquot of the virus /disinfectant mixture was
added to a Sephadex column for separation of virus from disinfectant.
Sephadex Gel Filtration:

As/per the attached materials and methods for 3 minutes to clear the
void volume, 0.6ml of virus/disfectant mixture was loaded on column,
filtrates, collected and diluted ten-fold for assay of virus.

Test Samples: Lot/batch 058924 and lot/batch 68923.
Sample Rec'd 11-01-89. Tested 12-06-89. Completed: 12-13-89.
(Formulation NO. RD ~148B0689)

Use Dilution: Diluted product 1:128.

Infectivity Assays: Polybrene-treated(2 ug/ml) MT2-cells were
inoculated and incubated for 7 days at 37YC for virus infection.
ion. Primaxy detection of virus scored by lytic cytopathic effect
(CPE) after 7 days of inncubation at 370c.

Refer to infectivity assays under the attached materials/methods.



10. Results:

Disinfectant Exposure

Test Temperature Time
Sample
Virus ..... NA NA
Control

Virus + .... 230C 10 minutes
Non-Virucidal (RT)
Disinfectant

Virus + .... NA 10 minutes

Disinfectant
Toxicity ... NA NA
( Control :
Log ... 230c 10 Minutes

‘eduction

NA= Not applicable.

Organic
Soil

5% Serum

5% serum

5% serum

~ NA

5% serum

ID-50/LD50 (-Log 10)

Hard

Water 058924
NA 5.00
NA 4.50
NA <0.5
NA < 0.5
NA 3_4.50

068923

5.00

4.67

11. Conclusions: The data meet the requirements for demonstrating virucidal
efficacy of the product against HIV-1 in the presence of a moderate
amount of 5% organic soil (blood serum ) when used at a dilution of 1:128

for a contact time of 10 minutes at room temperature (230c) and in

deonized water.











